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INTRODUCTION

Defendants, Kevin Concannon, Commissioner of the Maine Department of Human
Services, and Andrew Ketterer, Attorney General of the State of Maine, respectfully submit
this memorandum of law in opposition to Plaintiff’s motion for a preliminary injunction. For
the reasons which are set forth below, the motion should be denied because the harm which
will result to the defendants, and to the public interest, should the injunction issue outweigh
the speculative harms claimed by the Plaintiff if the injunction is not issued. Furthermore,
Plaintiff has failed to carry its burden of demonstrating a likelihood of succeeding on the
merits of its Commerce Clause and Supremacy Clause challenges to the Maine Rx Program.
Plaintiff has also failed to show that its members will be irreparably harmed without a
preliminary injunction. Finally, Plaintiff’s challenge to the “anti-profiteering” statute is
nonjusticiable pursuant to Article I11 of the United States Constitution.

STATEMENT OF FACTS

The State of Maine enacted An Act to Establish Fairer Pricing for Prescription Drugs,
2000 Me. Legis. Ch. 786 (S.P. 1026) (L.D. 2599) (West) (hereinafter “the Act”), to further the
overall health of Maine residents by making prescription drugs more affordable for citizens
who lack a prescription drug benefit through public assistance or private insurance. 22
M.R.S.A. § 2681(1). The Act establishes the Maine Rx Program whereby Maine will collect
rebates from those prescription drug manufacturer and labelers that agree to participate in the
program, and will make reimbursements to retail pharmacies that participate in the program

by offering discounted drug prices to qualifying residents of the State. 22 M.R.S.A. 82681.



The Act directs the Commissioner of the Department of Human Services (the
“Department”) to negotiate with those prescription drug manufacturers and labelers which
participate in other publicly supported pharmaceutical programs in the State, in order to
obtain rebates for the Maine Rx Program. 22 M.R.S.A. 82681(3). The initial goal, set by the
statute, is for the Department to attempt to obtain Maine Rx Program rebates equal to or better
than the rebate paid by manufacturers that participate in the Maine Medicaid program.

In the event that a prescription drug manufacturer or labeler does not agree to
participate in the Maine Rx Program, the statute requires the Department to release the fact of
that refusal to health care providers and to the public. 22 M.R.S.A. 82681(7). The statute also
instructs that the Department “shall impose prior authorization requirements in the Medicaid
program...as permitted by law, for the dispensing of prescription drugs provided by those
manufacturer and labelers” that do not enter into Maine Rx rebate agreements. Id.

When a drug is subjected to a “prior authorization” requirement, the Medicaid
program will reimburse for a prescription for such a drug only if the prescribing physician
first requests and obtains the approval of the State Medicaid Administrator. The Medicaid
statute itself contemplates that participating states may adopt “prior authorization” programs.
42 U.S.C. §1396r-s(d)(1)(A).

Pursuant to the rulemaking provisions of the Act, the Department has drafted
administrative rules to govern the implementation of the “prior authorization” provisions of

the Maine Rx Program. 22 M.R.S.A. 8 2681 (14); 22 M.R.S.A. 83174-Y. These proposed



administrative rules provide, as follows:

Maine Rx Program
Draft Proposed Rulefor Prior Authorization Provison
9/00

Drugs of non-participating drug manufacturers shal be reviewed by the Department asto the
clinical appropriateness of prior authorization for those drugs. Recommendations to prior
authorize any of those drugs shdl be referred to the Medicaid Drug Utilization Committee, for a
find determination of whether those drugs should be prior authorized, in accordance with
federa and statelaw. Indl instances, Medicaid recipients shal be assured accessto dl

medicaly necessary outpatient drugs.

Maine Medical Assistance Manual, Section 80 (Phar macy Services)
Draft Proposed Rulefor Prior Authorization Provison
9/00

Amend Rule 80.01-7 (new wor ds ar e under lined).
Drug Utilization Review Committee means an advisory committee to the Medicaid Program,

comprised of physicians and pharmacists, who are licensed to prescribe or dispense medications
in Mane.

Proposed New Rule:

The Drug Utilization Review Committee shall consder and make the find determination
regarding the clinical appropriateness of dl prior authorization recommendations, including
those concerning drug manufacturers who do not participate in the Maine Rx Program. Indl
ingtances, Medicaid recipients shall be assured accessto dl medically necessary outpatient

drugs.

On August 2, 2000, Commissioner Concannon commenced rebate negotiations with
prescription drug manufacturers as required by the Act. Specifically, he presented to
manufacturers the Department’s proposed Maine Rx Program Rebate Agreement (the “Rebate
Agreement”). Concannon Aff., § 4. The Rebate Agreement seeks Maine Rx Program rebates in
an amount equal to the rebate which manufacturers electing to participating in the Medicaid

program are required to provide to the State in connection with drugs dispensed through that



program. By the terms of the Agreement, the first Maine Rx Program rebate payments for
drugs dispensed through the Maine Rx Program in the first calendar quarter of the program’s
operation will be due from participating manufacturers no earlier than September 30, 2001.
Thus far, twenty-seven (27) prescription drug manufacturers have elected to participate in the
Maine Rx Program by executing the Rebate Agreement. Concannon Aff., { 6.

A separate section of the Act, 22 M.R.S.A. 82697, permits the Attorney General to bring
civil actions against prescription drug manufacturers, distributors, and labelers that engage in
illegal “profiteering” in prescription drugs. Itis a violation of the profiteering statute if a
manufacturer, distributor, or labeler “exacts or demands an unconscionable price; exacts or
demands prices or terms that lead to any unjust or unreasonable profit; discriminates
unreasonably against any person in the sale, exchange, distribution or handling or
prescription drugs dispensed or delivered in the State; or intentionally prevents, limits,
lessens or restricts the sale or distribution of prescription drugs in this State in retaliation for
the provisions” of the Act. 1d. There have been no enforcement proceedings brought or
threatened by the Attorney General pursuant to the profiteering statute.

Plaintiff, the Pharmaceutical Research and Manufacturers of America, has brought an
action seeking a declaratory judgment that the rebate provisions of the Maine Rx Program and
the anti-profiteering statute violate the Commerce Clause of the United States Constitution, and
that the “prior authorization” provision of the Maine Rx Program violates the Supremacy
Clause of the Constitution. Plaintiff has moved for a preliminary injunction enjoining the

enforcement of the Maine Rx Program’s rebate and *“prior authorization” provisions and of the



anti-profiteering statute. Defendants respectfully submit this memorandum of law in
opposition to the motion for preliminary injunctive relief.

ARGUMENT

Initsbrief, Plantiff accuratdly setsforth the test for a preliminary injunction which prevailsin
this (and other) circuits. In deciding whether to grant such extraordinary reief, the Court must
congder: “(1) the likelihood of success on the merits; (2) the potentid for irreparable harm in the
injunction is denied; (3) the balance of relevant impostions, i.e,, the hardship to the nonmovant if
enjoined as contrasted with the hardship to the movant if no injuction issues; and (4) the effect (if any)
of the court’s ruling on the public interest.” Ross-Simons of Warwick, Inc. v. Baccarat, Inc., 102 F.3d
12, 15 (1% Cir. 1996).

Faintiff failsto note, however, that in goplying thistest, the court will first seek to baance the
harm which the plaintiff will suffer if the injunction does not issue againg the balance of the harm to the
defendant if it doesissue in order to determine how much of a showing the plaintiff must make of a
likelihood of success on the merits. If the baance tips strongly in his favor, the plaintiff need not show
an absolute probability of successto obtain emergency interim relief. Providence Journal Co. v. FBI,

595 F.2d 889, 890 (1% Cir. 1979), cited with approval in Marquisv. FDIC, 965 F.2d 1148, 1155 (1% Cir.

1992). See generaly Washington Metropolitan Area Transit Comnt' n v. Holiday Tours, Inc., 559 F.2d
841 (D.C. Cir. 1977), relying on the opinion of Judge Frank in Hamilton Watch Co. v. Benrus Watch
Co., 206 F.2d 738, 740 (2" Cir. 1953). Conversdly, the more the balance of harms tips against the
plaintiff, the greater likelihood of success he must show, particularly if the public interest will dso be

harmed by the granting of the injunction.



In this case, the baance of harms tips strongly againgt the Plaintiff particularly because the
public's hedth and welfare would be serioudy and adversdly affected if the preliminary injunction were
toissue. Thus, the Plaintiff here must show astrong likelihood of success, which, dso asis st forth
more fully below, it has utterly faled to do. Accordingly, the motion for a preliminary injunction
should be denied.

l. The Balance Of Harms, The Public Interest, And The Lack Of Irreparable Harm To
The Plaintiff All Weigh Against Issuing A Preliminary Injunction.

A. The Harm To The Defendants And To The Public Interest If The Injunction
Issues Is Substantial.

Not surprisingly, PhRMA treads lightly on two prongs of the test critical to the Court’s
analysis: a determination of the harms to the defendants that will occur should the injunction
issue, and a consideration of where the public interest lies. Indeed, after correctly stating that
the interests of the defendants and the public interest are identical, Plaintiff’s sole argument
on these prongs is a tautology: the statute is unconstitutional and the State can have no
legitimate public interest in enforcing an unconstitutional statute. See Plaintiff’s Memorandum
at 23-24. The public interest furthered by the Maine Rx Program, and the continued harm
which will be suffered by its beneficiaries should the preliminary injunction issue, ought not
so readily be dismissed.

Expenditures for prescription drugs by the public are becoming an ever increasing
component of total health care expenditures. While national health care expenditures
experienced an average annual percentage growth of 5.5% from 1992 to 1997, prescription
drug expenditures over the same period increased an average of 11.1% annually. Daniel

Sherman, Amy Bradshaw, Myra Tanamor, Chris Topoleski, Barents Group, LLC, Factors



Affecting the Growth of Prescription Drug Expenditures, National Institute for Health Care
Management Research and Education Foundation, July 9, 1999, at 1. As a result, expenditures
for prescription drugs, as a percentage of total health care expenditures, increased from 5.6%
in 1992 to 7.2% of health care expenditures in 1997. Id. In Maine, the net expenditures for
outpatient drugs made by the State on behalf of Medicaid recipients increased by 9.5% from
state fiscal year 1996-1997 to 1997-98, and by 20.3% from 1997-98 to 1998-99. Concannon Aff.,{
12, exhibit C thereto.

Not coincidentally, the price of prescription drugs are also increasing. According to
one study, 64% of increased total expenditures on prescription drugs is the result of higher
drug prices. Factors Affecting the Growth of Prescription Drug Expenditures, supra, at 15. Indeed,
on a per prescription basis, drug expenditures in the Maine Medicaid program increased
22.8% from state fiscal year 1997 to 1999. Concannon Aff.,§ 12, exhibit C thereto. The prices of the
50 prescription drugs most frequently used by the elderly increased more than four times the
rate of inflation during 1998. Kathleen Haddad, Hard to Swallow, Rising Drug Prices for
America’s Seniors, Families USA Foundation, November 1999, at 2, 5.

Utilization of prescription drugs is also increasing. New drugs are being introduced to
treat conditions which were previously not treatable by medication. More innovative and
costly drug therapies are also replacing older, less expensive medications, as well as other
more invasive procedures, as the favored course of treatment for a variety of conditions. See
Stephen B. Soumerai, Sc.D., Dennis Ross-Degnan, Sc.D., Inadequate Prescription-Drug Coverage
for Medicare Enrollees — A Call to Action, New England Journal of Medicine, Vol. 340, No. 9,

March 4, 1999, at 723. In Maine, the increasing level of drug utilization is



reflected in a per person increase in the number of outpatient prescriptions filled in the Maine
Medicaid program of 5.6% from state fiscal year 1997 to 1999. Concannon Aff.,{ 12, exhibit C
thereto. Many individuals in Maine have prescription drug coverage as part of either a
privately or publicly funded health benefit program. Prescription benefit managers or private
healthcare plans have the market position to negotiate lower drug prices with manufacturers
on behalf of their insureds. See Soumerai, supra, 430 NEJM at 723. In the case of the major
public program (Medicaid), manufacturers agree to remit rebates for drugs purchased on
behalf of the program’s recipients. Many individuals living in Maine, however, do not have
prescription drug coverage as part of a health benefit plan, and indeed, many have no health
benefit plan at all. These individuals pay cash for prescription drugs; and they pay the
highest per-unit price for their drugs because, as individuals, they do not have the market
power to negotiate a lower price with manufacturers. See Steven C. Tighe and Gregory B.
Gilbert, , Pharmaceuticals -- A Medicare Drug Benefit: May not be so Bad, Merrill Lynch Report,
June 23, 1999, at 6 (“[g]iven the high prices paid by Medicare recipients that currently pay out
of pocket, this segment may be very (if not the most) profitable segment [for drug
manufacturers]”). A few examples are both revealing and disturbing.

A study of the retail drug prices in Maine pharmacies found that the average retail
price of the ten best-selling drugs used by the elderly was 86% higher than the price which is
charged to the Federal government and to the drug manufacturers’ most favored customers.
Minority Staff Report, Prescription Drug Pricing in the 1st Congressional District of Maine: Drug
Companies Profit at the Expense of Older Americans, Committee on Government Reform and

Oversight, U.S. House of Representatives, prepared for Rep. Thomas H. Allen, October



9, 1998, at 18. Thus, the hardest hit appear to be the elderly. Although seniors constitute only
about 13% of the national population, they account for approximate one-third of all
prescriptions dispensed and 42% of total expenditures for prescription drugs. Amanda
McCloskey, Cost Overdose: Growth in Drug Spending for the Elderly, Families USA Foundation,
July 2000, at 2; see also Stephen B. Soumerai, Sc.D., Dennis Ross-Degnan, Sc.D., Inadequate
Prescription-Drug Coverage for Medicare Enrollees — A Call to Action, New England Journal of
Medicine, Vol. 340, No. 9, March 4, 1999, at 722. In the last eight years, the average number of
prescriptions per elderly person grew by 45%, from 19.6 prescriptions per year in 1992, to 28.5
prescriptions in 2000. McCloskey, Cost Overdose, supra at 5. During that same period, the
average cost per prescription for the elderly increased 48%, from $28.50 in 1992 to $42.30 in
2000. Id at 7. And the amount of prescription drugs purchased by people who must pay cash
is significant. In Maine during 1996, for example, 48.1% of all drug expenditures were “out-
of-pocket” expenditures. Id. at 10.

Faced with the highest prescription drug prices in the market, and without
prescription drug coverage to pay for them, people respond in a variety of ways. Many
travel to Canada, where they are charged, on average, 37% less than in Maine for the same

medications. Alan Sager, Ph.D., Deborah Socolar, M.P.H, Cutting Prescription Drug Spending

By Paying Federal Supply Schedule Prices, Northeast Legislative Association on Prescription

Drug Pricing, Boston University School of Public Health, August 5, 2000, at 10; Diana
Graettinger, Border doctors offer prescription relief — Seniors go to great lengths for less expensive
medications, Bangor Daily News, Sept. 5, 2000, at A1l. Others are forced to choose between

buying food and buying medicine. Prescription Drug Pricing in the 1st Congressional District



of Maine: Drug Companies Profit at the Expense of Older Americans, supra, at 4, citing Worthless
Promises, Drug Companies Keep Boosting Prices, Families USA Foundation, Mar. 1995, at 6 and

also citing A Status Report — Accessibility and Affordability of Prescription Drugs For Older
Americans, Senate Special Committee on Aging, 102d Congress., 2d Sess. 2(1992) (S. Rpt. 100).
Some elderly patients will skip doses or split pills in an attempt to make their prescriptions
last longer, or they will not fill their prescriptions at all. 1d. at 16. See also Soumerai, supra,
340 NEJM at 723.

In Maine, there are an estimated 325,000 individuals who do not have prescription drug
coverage. Concannon Aff., 3. The Maine Rx Program was intended to secure for these
individuals fair drug prices so that they can purchase, on their own, the medication that they
need. Maine’s public interest in promoting the health of those citizens who are faced with the
highest drug prices and who lack insurance coverage for prescription drugs is among the
most weighty interests a State may have.l This public interest, and the harm which will
continue to be suffered by the individuals for whom the Maine Rx Program was designed
should the program be enjoined, outweigh whatever financial harms PhRMA speculates that
its members might endure if the program is permitted to remain in force while this legal
challenge to the statute is pending. For these reasons, the motion for a preliminary injunction

should be denied.

! Thisgoal isnot only noble, but is financial aswell. If alarge segment of Maine’s population cannot afford proper
medication, the result will likely beincreased illness. Eventualy ill citizens may be unable to work and, without further
resources, will tax already overburdened public assistance programs.

10



B. Plaintiff Has Failed To Demonstrate That Its Members Will Be Irreparably
Harmed Without A Preliminary Injunction

PhRMA claims that its members are faced with a “Hobson’s choice” — either they refuse
to enter into Maine Rx Program rebate agreements and run the risk that their prescription
drugs will be subjected to “prior authorization” requirements, or they agree to pay those
rebates. Irreparable financial harm will purportedly result from either choice — if PhARMA'’s
members’ drugs are subjected to a “prior authorization” requirement, sales, market share and
goodwill will suffer: and if the rebates are paid, they will be unrecoverable should the statute
ultimately be struck down. Plaintiff’s Memorandum at 22. Plaintiff’s claims are speculative, and
the magnitude of any possible financial loss is overstated.

The claim that implementation of the “prior authorization” provision of the Maine Rx
Program will lead to drastic reductions of sales, market share, and goodwill is speculative
because it is based upon a mistaken understanding of 22 M.R.S.A. §2681(7) and how that
provision will be implemented. Title 22 M.R.S.A. 82681(7) states that a “prior authorization”
requirement will be imposed upon a non-participating company’s prescription drugs “as
permitted by law.” The Department of Human Services has construed the statutory language
“as permitted by law” as referring to requirements of the Medicaid program. Specifically, the
determination of whether a “prior authorization” requirement should be imposed for a
particular drug will be guided by the principle that the Medicaid prescription drug program is
designed to ensure that Medicaid recipients have access to “medically necessary” prescription
drugs. Concannon Aff., 1 9; Clifford Aff., 9 8. Thus, no Medicaid recipient will be denied
medically necessary medication. Indeed, the proposed administrative rules drafted by the
Department will ensure that Medicaid recipients receive the particular drugs which they need,

11



because the “prior authorization” determination which will be made by the State’s Medicaid
Drug Utilization Review Committee, according to these principles of “medical necessity”, as
established by Medicaid law.2 Concannon Aff., 1 10-11; Clifford Aff., 8. A manufacturer
cannot reasonably assert that it is harmed if its medically “unnecessary” drug is not
prescribed.

Plaintiff suggests, alternatively, that its members will suffer irreparable financial harm
if they do elect to enter into Maine Rx Program rebate agreements. In this regard, Plaintiff
points out, quite correctly, that in the event that the statute is ultimately struck down, Maine
would be immune, pursuant to the Eleventh Amendment, from any subsequent suit brought
by PhnRMA’s members seeking recovery of any rebates they had actually paid pursuant to the
Maine Rx Program. Plaintiff’s Memorandum at 21. However, the Maine Rx Program does not
begin until January 1, 2001, and, as is set forth in the Department’s Maine Rx Program Rebate
Agreement, no participating manufacturer is required to remit rebate payments for the first
calendar quarter of the program until September 30, 2001. Concannon Aff., 1 5. This litigation is

likely to result in a final judgment in this court well before the first rebate payment

2 PhRMA also claims that “prior authorization” will harm patients. Aside from the fact that Plaintiff lacks
standing to assert the interests of patients, it failsto proveits point. For example, SmithKline Beecham account
executive, Dr. Scott Howell, points to his company’s antibiotic, Augmentin. According to Howell, Augmentin “was
recommended in national guidelines published by the CDC [Centersfor Disease Control]” for usein treating “ear
infectionsin children.” If aprior authorization were required for Augmentin, says Howell, doctors would “switch [their]
patients to less effective drugs” with the result that some children will “recover more slowly; and others will suffer
complications needlessly.” Howell Decl., 1 7.

A more complete, if not more forthright, explanation of what the CDC had to say about Augmentin can be
found in Dr. Howell’s company’ s annual financia report: “In January 1999, the U.S. Centers for Disease Control and
Prevention published new recommendations for treating acute otitis media [ear infections] caused by resistant strains of
Sreptococcus pneumoniae. The group recommended Augmentin as a second line of defence when amoxycillin has
failed.” SmithKline Beecham 1999 Annual Report,at 22 (emphasis added). See also Richardson Aff., 8.

In other words, amoxycillin, and not Augmentin, is the drug of choice for treating the common ear infection.
And while Augmentin may be appropriate for treating ear infections caused by bacteriaresistant to amoxy cillin, aprior
approval requirement for Augmentin could be justified to ensure that this far more expensive medication was not being
prescribed as the first course of treatment in the typical case of a childhood ear infection.

12



is due, more than one year from now. Plaintiff’s fear of being unable to recover rebate
payments made before such a final judgment is therefore unfounded.

Furthermore, PhARMA has failed to quantify the expected, quarterly financial expense to
any one of its members of paying the Maine Rx Program rebates requested by Commissioner
Concannon. In fact, it is altogether possible that, due to the lower retail pharmaceutical prices
Maine’s uninsured will experience, the Maine Rx Program will cause the volume of sales of
PhRMA'’s member companies’ prescription drugs to increase. See Steven C. Tighe and
Gregory B. Gilbert, Pharmaceuticals -- A Medicare Drug Benefit: May not be so Bad, Merrill Lynch
Report, June 23, 1999, at 3. (suggesting that “‘when you either cut drug prices, provide a
prescription benefit, or both, then volumes will go up with increased drug utilization”).

Finally, twenty-seven (27) manufacturers have already elected to participate in the
Maine Rx Program and have executed Maine Rx Rebate Agreements. Concannon Aff., 6. The
actions of these manufacturers undercuts any suggestion that the Maine Rx Program is
onerous.

In sum, Plaintiff has failed to demonstrate that the so-called Hobson’s choice its
members face — the decision to participate or not to participate in the Maine Rx Program — will
inexorably lead to financial harm of such a magnitude as to warrant a preliminary injunction.

1. Plaintiff Has Not Shown A Likelihood Of Success On The Merits Of Its Argument
That The Maine Rx Program Violates The Commerce Clause.

At pages 10 through 13 of its Memorandum of Law, Plaintiff argues that the Maine Rx
Program violates the dormant Commerce Clause of the United States Congtitution because (1) it has
an effect on extraterritoria transactions engaged in by the drug manufacturer-members of the

Maintiff association, and (2) it relies on an extraterritoria phenomenon — the federd “Medicaid

13



rebate amount” — to assst it in reaching its objective of reducing prescription drug prices for uninsured
Maine consumers. Plaintiff does not make the most common kind of argument that a State Statute

violates the dormant Commerce Clause — that the Statute discriminates againgt interstate commerce —
because it cannot; the Maine Rx Program does not distinguish between ingtate and interstate commerce.
Rather, Plaintiff relies on aline of casesin which the Supreme Court has held that, even if a date Statute
does not discriminate againg interstate commerce, it may Hill violate the dormant Commerce Clause if

it has “the ‘practical effect’ of regulating commerce occurring wholly outside that State’ s borders.”

Healy v. The Beer Ingtitute, Inc., 491 U.S. 324, 332 (1989). See also Brown-Forman Distillers Corp. v.
New York Sate Liquor Authority, 476 U.S. 573 (1986); Baldwin v. G.A.F. Sedlig, Inc., 294 U.S. 511
(1935); L. Tribe, American Constitutional Law, §§ 6-8, 1074-80 (3" ed. 2000). For the reasons which
fdlow, the State suggests that neither of Plaintiff’s concerns are valid since (1) the Maine Rx Program

has neither the intention nor the effect of affecting out- of-state drug prices, and (2) the use of the federa
Medicaid rebate amount by the Maine Rx Program as a non-binding factor to congder in achieving its
in-state objectives is not the kind of economic parochialism which the dormant Commerce Clause is
intended to inhibit. At the very leest, Plaintiff has not shown a subgtantia likelihood that it will succeed

on the merits of its Commerce Clause clam.

A. The Maine Rx Program Will Have No Unconstitutional, Extraterritorial Effect on
Drug Prices.

At pages 10 and 11 of its brief, Plaintiff presents a smplistic argument that the dormant
Commerce Clause prohibits a state from engaging in any kind of regulation which has any effect on
any transaction that does not occur within the state. More specificdly, Plaintiff argues that the

effect of the Maine Rx Program is to affect transactions between its member manufacturers

14



and their distributors, none of which occurs within Maine, which it daimsis forbidden by the line of
Supreme Court authority cited above®

The problem with Plaintiff’s argument on this point is that it reads the Supreme Court cases
muchtoo broadly. In each of the three cases cited above, the state in question was attempting to
achieve lower in-gtate prices for its consumers of milk or beer by tying those prices to prices charged by
neighboring states (Healy) or any state (Brown-Forman). By contrast, the Maine Rx Program does not
seek to accord to its uninsured consumers of prescription drugs the same price as such consumers might
pay in some other Sate. Rather, the program seeks smply to lower the cost of the drugsto those
consumers within Maine,

Asthe Supreme Court stated in Brown-Forman: “[A] State may seek to lower pricesfor its
consumers, [s0 long asit does] not ingst that producers or consumersin other States surrender whatever
competitive advantages they may possess.” Brown-Forman Distillers Corp. v. New York State Liquor
Authority, supra, 476 U.S. at 580, quoted with approval in Healy v. The Beer Institute supra, 491 U.S.
a 333. Thus, a date satute which smply seeksto lower pricesfor its own consumers does not violate
the dormant Commerce Clause if it does not have the effect of affecting consumer pricesin other states.
The fact that the Satute in question may have an effect on out-of- state transactions farther up the
digribution chain is of no consequence. What counts is whether the state program has the intention or
effect of improving the position of the state’ s consumers vis-avis those in other sates.

To demondgtrate that thisis so, and that Plaintiff’ s reeding of the Supreme Court authority is

much too broad, the Court’ s attention is directed to the opinion of Judge Easterbrook in K-S

% Plaintiff supports thisargument with aseries of affidavits and declarations of employees of some of its member
manufacturers that all of the manufacturer-distributor transactions of those manufacturers occur entirely out-of-state.
See Declaration of Richard A. Feldman, Declaration of Thomas M. McPhillips, Declaration of Judith L. Tempel, and
paragraphs 3 through 6 of the Affidavit of David Moules.

15



Pharmacies, Inc. v. American Home Products Corp., 962 F.2d 728 (7" Cir. 1992). In that case, the
State of Wisconsn passed a satute which sought to eiminate price competition in prescription drugs

sold within the state. Accordingly, it required that every wholesaler doing business within the state

offer prescription drugs to every purchaser a the same price which it offered the drugs to its * most
favored purchaser.” The Seventh Circuit sustained the statute against the dormant Commerce Clause
challenge because the Wisconsin Legidature made no attempt to affect retail prices outside of the state.
Asthe Court observed, under the statute, “[s]o long as a seller charges the same price to dl pharmacies
in Wiscondin, it may do asit pleasesin Minnesota or Micronesa” 1d. at 730.

The same situation obtains with the Maine Rx Program. The aeis not attempting to effect
prices for prescription drugs in Minnesota or Micronesia, it is only attempting to lower those prices for
acertain class of consumers withinitsborders. Naturaly, asin the Wisconsin case, the state’ s action
may have an effect upon entities further up the distribution chain, such as manufacturers. In Wisconsin,
the price tabilization statute, which on its face gpplies only to wholesder-retailer transactions, of
course had an effect on wholesaler-manufacturer transactions out-of-state. But, as the Seventh Circuit
held, the dormant Commerce Clause does not forbid state action smply because it has out- of-state
consequences. The purpose of the Commerce Clause isto prevent sates from using their powersto
improve their competition postionsin the national economy, a purpose not violated by either the
Wiscongn or Maine statutes. Consequently, plaintiff has not carried its burden of showing thet the
Maine satuteis likely to be invaidated Smply because it has an effect on manufacturer-wholesaer

transactions which may occur outside the Sate.
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B. Plaintiff Has Not Carried Its Burden Of Showing That The Maine Rx Program’s
Use of the Federal Medicaid Rebate Amount Offends The Commer ce Clause.

At pages 11 through 13 of its brief, Plaintiff makes a smilar argument that the Maine Rx
Program violates the dormant Commerce Clause because, in negotiating the amount that drug
manufacturers are encouraged by the statute to pay to the sate, the Commissioner of Human Servicesis
directed to consider the federal Medicaid rebate amount as aguiddine. Thus, once again, Plaintiff
argues that the Maine RX Program violates the Heal y/Brown-Forman line of cases becauseit is
utilizing an out- of-gtate pricing “benchmark” (Plaintiff’s word) with regard to state government
transactions.

Asthe preceding discussion of the Healy and Brown-Forman cases made clear, the
teaching of those casesis not that a state may take no action that has any effect on economic
activity outside of the state, but only that it may take no action which seeks to improve the
competitive position of its economy in the nationa economy. Once that is understood, Plaintiff’s
argument that the use of the federd Medicaid rebate amount in negotiating the amount of money
which manufacturers are encouraged to pay to the Sate offends the Commerce Clause mugt fall.

If the state had attempted to tie its prescription drug prices for uninsured consumers to those
which prevailed in other states, such as the defendant states in Healy and Brown-Forman tried to
do, the statute would, of course, be uncongtitutional. Here, however, Maine has not adopted such
acourse; rather, it has directed its Commissioner to make use of anational standard in
determining the amount of the rebate which the manufacturers are encouraged to pay. This
approach, therefore, does not attempt to improve the Sate' s competitive postion vis-avis other

dates, but rather uses a nationd standard to assist the Commissioner in achieving the satute’s
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gods. Itisdifficult to see how, proceeding thudy, the statute could be seen to be serving an
impermissible parochid interes.

Beyond this, it isworth noting that the statute does not in terms require the use of the federa
Medicaid rebate amount. Section 2681(4)(B) provides only that “the Commissioner shdl use the
Commissioner’s best efforts to obtain an initia rebate amount equal to or greeter than [the Medicaid
rebate].” Thus, the Maine Rx Program does not, as Plaintiff suggests, “tie[ ] pricesin Maineto more
paid in out-of-gate transactions”  Paintiff’s Memorandum at 12. It only encourages to the
Commissioner to use the federa Medicaid rebate amount in negotiating a rebate for Maine consumers.
For this additiona reason, therefore, the reference to the Medicaid rebate amount in the statute is not
unconditutiona because it uses that amount only as a guideline rather than a binding requirement on the
Commissioner.

For the foregoing reasons, therefore, Plaintiff has not shown alikdihood of succeeding inits
clam that the Maine Rx Program violates the dormant Commerce Clause. The program does not
discriminate againg interstate commerce on its face, nor doesit have the effect of an uncondtitutiona
interference with interstate commerce under the Healy/Brown-Forman line of cases. That being the case,
thereis no basis for further examination by the Court of the statute under such cases as Pike v. Bruce
Church, Inc., 397 U.S. 137 (1970). When a statute does not discriminate on its face againg interstate
commerce, and when it does not have an uncongtitutiond effect on interstate commerce, there is no bass
for the Court to examine the law’ s benefits because there is no effect on interstate commerce against
which to baance them. Thus, as the Seventh Circuit observed in K-S Pharmacies, once it has determined
that a statute such as the Wisconsin law under examination there, or the Maine law at issue here, does not

violate the Heal y/Brown-Forman rule, “[n]othing remains for andys's under the baancing
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procedure of Pike, . ..” solong asthe judtification for the statuteis not “silly.” K-S Pharmaciesv.
American Home Products supra, 962 F.2d at 731. The protection of uninsured Maine consumers of
prescription drugs againgt excessvely high prices can hardly be consdered “slly.”

C. Even If The Maine Rx Program Has An Effect On Interstate Commerce, That

Effect IsIncidental, And Is Outweighed By The State'sInterest In Securing
Affordable Prescription Drugs To Its CitizensWho Are Least Able To Afford
Them.

If, notwithgtanding the foregoing, the Court should somehow find that the Maine Rx Program
does have an effect on interstate commerce, such afinding does not end the matter. The Court must
then assess the degree to which interstate commerce is affected, and balance that againgt the interest
which the State seeks to advance. The Supreme Court has held that incidental effects on interstate
commerce are not conditutionaly infirm when they are outweighed by the loca benefits to be achieved
by the regulation at issue. Specificdly, in Pike v. Bruce Church, Inc. 397 U.S. 137, 142 (1970), the
Court held that:

Where the State regul ates even-handedly to effectuate a legitimate locd interest, and its
effects on interstate commerce are only incidentd, it will be upheld unlessthe burden

imposed on such commerceis clearly excessvein relation to the putative local benefits.
Huron Portland Cement Co. v. City of Detroit, 362 U.S. 440, 443, 80 S.Ct. 813, 816, 4
L.Ed.2d 852. If alegitimate local purpose isfound, then the question becomes one of
degree. And the extent of the burden that will be tolerated will of course depend on the
nature of the locd interest involved, and on whether it could be promoted as wdll with a
lesser impact on interdtate activities.

Haintiff has not shown alikelihood of success under this balancing test. Fird, as demongtrated
above, the impact which the plaintiff ingsts the program has on interstate commerce is truly
incidentd. It is beyond dispute that a state may regulate the retail price of goods sold within its

borders. K-S Pharmacies, Inc. v. American Home Products Corporation, supra. Thus Maine
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could have imposed price controls on drugs sold in Maine pharmacies, and such a measure would
not implicate the Commerce Clause. In such a case, the pressure that such aretal price regulaion
would exert on upstream profits redized by manufacturesin their transactions with wholesders
and distributors concerning drugs destined for the Maine retail market is precisdy the same asthe
pressure on profits that PhARMA clamswill occur due to implementation of the Maine RX
Program. For these reasons, the profit pressure dleged by Plaintiff to result from the Maine Rx
Program represents, at bet, an incidental effect on interstate commerce.

In contrast, the State interest promoted by the Maine Rx Program is substantial. The Department
has estimated that nearly 325,000 Maine citizens do not have access to prescription drugs through either
public assstance programs or private insurance benefits. Concannon Aff. I 3. Theseindividuds are
charged more for prescription drugs at the pharmacy than what the drug manufacturer’s most favored
customers pay. See Steven C. Tighe, supra, at 6. According to one study “[i]n the case of thefive
drugs with the highest sdlesto seniors, the average price differentia between the price that would be
paid by asenior citizen in the United States and the price that would be paid by the drug companies
most favored customer was 134%... This means that the average price that older Americans and other
individuas pay for these drugs is more than double the price paid by the drug companies favored
customers, such as HMOs and the federa government.” Minority Staff Report, Prescription Drug
Pricing in the United States: Drug Companies Profit at the Expense of Older Americans, Specia
Investigations Divison, Committee on Government Reform, U.S. House of Representatives, November
9, 1999, at 6-7.

The individuals who are forced to pay these inflated retail prices come from the segments
of Maine' s society least able to afford such high premiums for necessary medication: ederly

persons who survive on low, fixed incomes, and people employed by the small businesseswhich
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operate on margins that smply do not permit the purchase of hedth plans with prescription drug
benefits. Among these uninsured consumers of prescription drugs are individuas who choose
not to buy groceriesin order that they might afford to pay for their medication. Minority Staff
Report, Prescription Drug Pricing in the 1% Congressional District of Maine: Drug Companies
Profit at the Expense of Older Americans, Committee on Government Reform and Oversight,
U.S. House of Representatives, prepared for Rep. Thomas H. Allen, October 9, 1998, at 4, citing
Worthless Promises, Drug Companies Keep Boosting Prices, Families USA Foundation, Mar.
1995, at 6 and citing A Status Report — Accessibility and Affordability of Prescription Drugs For
Older Americans, Senate Specia Committee on Aging, 102d Congress., 2d Sess. 2(1992) (S. Rpt.
100). Also among these Maine consumers are individuas who further economize on their
purchase of prescription drugs by taking less then the recommended dosage, no doubt with the
effect that they receive reduced, in any, medica benefit from their purchase of their medications.
Id. at 16. See also Soumera, supra, 340 NEJM at 723. These are the individuas who fdll
through the cracks of the Medicaid prescription drug benefit and private insurance drug plans,
and these are the individuas who are least able to afford the usurious premiums they are charged
for their prescription drugs, as compared to the prices charged for those same drugs to individuas
who are able to participate in publicly or privately funded prescription drug plans. Mane's
interest in enhancing the ability of such citizens to purchase the drugs they need to survive, and to
lead independent, fulfilling, and productive lives, greaily outweighs the unquantified, uncertain
burden to manufacturer-wholesder transactions, involving drugs destined for the Maine market,
which happen to be consummated outside of Maine' s borders.

In General Motors Corp. v. Tracy, 519 U.S. 278 (1997), the Supreme Court reaffirmed

that a State may incidentdly burden interstate commerce when promoting the hedlth and safety
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of itscitizens. There, Ohio had imposed genera sdles and use taxes on natura gas purchases

from al sellers except regulated public utilities that met the State’ s Satutory definition of a

“naturd gas company.” In achalenge by an out- of-state competitor of the public utilities the

Court declared:
State regulation of natura gas sdes to consumers serves important interests in health and
safety in fairly obvious ways, in that requirements of dependable supply and extended
credit assure that individua buyers of gas for domestic purposes are not frozen out of
their houses in the cold months.
Id. at 306.

Certainly, the State of Main€' sinterest in securing affordable prescription medication for those
citizens least able to afford it is every bit as weighty as the State of Ohio’sinterest in securing for its
citizens a dependable supply, on extended credit, of natural gas so that they do not freeze in winter.
Because this interest outweighs the impact on interstate commerce asserted by Plaintiff — an impact
which is based solely on the Stus of awholesde transaction and which has no impact on sSmilar
wholesd e transactions concerning drugs destined for other States — the Maine Rx Program does not
violate the Commerce Clause. Accordingly, Plaintiff hasfailed to establish astrong likelihood of
success under the Pike balancing test.

D. Plaintiff IsNot Likely To Succeed On The Merits Of I1ts Commer ce Clause Claim

Because The Maine Rx Program Is A Constitutionally Valid Exercise Of The
State’'s Power To Uselts Market Position To Favor Its Citizens.

Findly, Plaintiff cannot carry its burden of showing alikelihood of success on the merits
of its Commerce Clause clam because the Maine Rx Program was adopted in furtherance of
Main€e's prerogatives as a participant in the prescription drug market. The Supreme Court has

held that, when a gate acts as a market participant, it is not subject to the Commerce Clause.

Hughes v. Alexandria Scrap Corporation, 426 U.S. 794 (1976); Reeves, Inc. v. Sake, 447 U.S.
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429 (1980); White v. Massachusetts Council of Construction Employers, Inc. 460 U.S. 204
(1983); South-Central Timber Development, Inc. v. Wunnicke, 467 U.S. 82 (1984).

The State of Maineis alarge purchaser of prescription drugs. In 1999, Maine spent
$107,536,065, net of rebates, to purchase prescription drugs for 148,654 Medicaid recipients. The act
of imposing “prior authorizetion” requirements, when otherwise permitted by law, on the drugs of
manufacturers which elect not to participate in the Maine Rx Program is the sort of action which the
date may undertake in order to useits relative position in the market to advance the interests of its
citizens. Smply stated, in enacting the Maine Rx Program, Mane is merely atempting to leverage its
market power as alarge purchaser of drugs on behdf of some of its citizens to secure reasonable prices
for other citizens of the State. Such an action is entirely outside of the reach of the Commerce Clause.

Hughes v. Alexandria Scrap Corporation, 426 U.S. 794 (1976) and White v.
Massachusetts Council of Construction Employers, Inc. 460 U.S. 204 (1983) are ingtructive. In
Alexandria Scrap, the State of Maryland, in an attempt to provide incentives for ridding the state
of abandoned motor vehicles (“hulks’), agreed to pay a“bounty” for each hulk destroyed. The
gatutory scheme involved certain documentation requirements, which were far more
burdensome for out- of-state processors of hulks than they were for processors located in
Maryland. The Supreme Court held that this disparity, by which Maryland favored processors
located in the Sate over out-of-state processors, was not subject to scrutiny under the Commerce
Clause. It held that the Commerce Clause was not intended to limit a state' s ahility to favor its
own citizens in connection with transactions in a market in which the Sate participates as a
purchaser. Alexandria Scrap, 426 U.S. at 808. Asthe Court explained, the Commerce Clause

was “designed in part to prevent trade barriers that had undermined efforts of the fledgling Stetes
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to form a cohesive whole following the Revolution.” Id. at 807. It was not, however, designed
to address instances where goods remain in a particular sate, and do not flow into interstate
commerce, where that movement or lack of movement is “in response to market forces,
including that exerted by money from the State” 1d. a 810. Asthe Court stated, “[n]othing in
the purposes animating the Commerce Clause prohibits a State, in the absence of congressond
action, from participating in the market and exercising theright to favor its own citizens over
others.” 1d.

In White, the mayor of Boston issued an executive order requiring thet dl city funded
construction projects be performed by awork force comprised of aleast 50% of Boston residents. The
Supreme Court held that the Commerce Clause imposed no barrier to such an arrangement because
Boston was not engaging in regulation, but was smply using its power as a purchaser in the
congtruction labor market. 1d. at 210. Specifically, the Court held:

[i]f the city isamarket participant, then the Commerce Clause establishes no barrier to

conditions such as these [the 50% resident requirement] which the city demands for its

participation. Impact on out-of-gate resdents figures in the equation only after it is decided that
the city isregulaing the market rather than participating in it, for only in the former case need it
be determined whether any burden on interstate commerce is permitted by the Commerce

Clause.

White, supra, 460 U.S. at 210.

As amarket participant, the City of Boston was thus free to attempt to leverage its market position asa
purchaser of congtruction services not only in selecting the contractors with which it would dedl, but
aso in an attempt to dictate the resdential makeup of the persons employed by such contractors.

Here, Maineis attempting to leverage its market power as a purchaser of prescription drugs

in an attempt to achieve discounted drug prices for some of its citizens. Maine purchases

24



prescription drugs for one group of its citizens through Medicaid and through other state-funded
drug plans. Prescription drugs produced by Plaintiff’ s members are among those which Maine buys
through these public assstance programs. As apurchaser of these drugs, Maineis requesting that
Haintiff’s members give rebates so that it can fund a program of discounted retail pricesfor the
benefit of another segment of the State’ s population. The “prior authorization” provison of the
Act, as st forthin 22 M.R.SA. 82681(7), is nothing more and nothing less than the means by
which Maine is atempting to use its market power to negotiate the rebates it has requested of drug
manufacturers. Smply stated, Maneisusing its power as a purchaser of prescription drugsto
reduce its purchases of drugs manufactured by those manufacturers that decline to participate in the
Maine Rx Program. It will reduce its purchases of drugs manufactured by non-participants by
imposing, as permitted by law, arequirement that before the State will agree to reimburse a
dispensing pharmacy for a prescription written for such drugs, a prescribing physician must request
and obtain the authorization of the state’'s Medicad Administrator. As the Supreme Court has held,
Maine may attempt to use its market power as a purchaser to influence the market behavior of other
participants in the market without implicating, much less offending, the Commerce Clause.

Haintiff has not demongtrated, much less suggested, that the market participant exception has no
applicability in thiscase. Therefore, for this additiona reason, it hasfailed to carry its burden of
demondtrating alikelihood of success on the merits of its Commerce Clause challenge to the Maine Rx

Program. The motion for a preliminary injunction should thus be denied.

25



1. Plaintiff Has Not Shown A Strong Likelihood of Success On the M erits Of ItsClaim T hat
ThePrior Authorization Provisons Of The Act Conflict With Federal Law In Violation Of
The Supremecy Clause.

At pages 15 through 20 of its Memorandum of Law, Plaintiff argues that the Maine Rx Program
violates the Supremacy Clause of the United States Congtitution on the grounds thet the use of a*“prior
authorization” requirement to encourage participation in the new program conflicts with, and it
preempted by, the federd Medicaid satute. Again, Plaintiff fallsto carry its burden of showing that it is
likely to succeed on this theory.

“Preemption is strong medicine. Thus, athough the power to preempt is absolute, its exerciseis
not lightly to be presumed. Rather, courts start with the assumption that the historic police powers of
the States [are] not to be superseded by...[a] Federd Act unlessthat [is] the clear and manifest purpose
of Congress. It follows inexorably that congressond intent stands at the base of dl preemption
andyds.” Massachusetts Association of Health Maintenance Organizations v. Ruthardt, 194 F.3d 176
(1% Cir. 1999) (interna quotations and citations omitted).

Consequently, the first question to ask in evauating any preemption clam is whether the
Congress has expresdy dated itsintention to preempt State legidative authority. Pacific Gas &

Electric Co. v. Sate Energy Resources Conservation & Development Comm' m, 461 U.S. 190,
203 (1983). Here, thereis nothing in the language of the rlevant federd law which suggests

that Congress intended to preempt the states from adopting programs designed to lower drug

prices for uninsured consumers. Thereis dso nothing in the language of the rlevant federd law
which suggests that Congress intended to preempt the states from using the “ prior authorization”
mechanism as ameans of encouraging manufacturers to participate in such new and innovative

programs. Consequently, plaintiff does not argue that there is any express language in the
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relevant federd law which evidences Congress s unmistakable intent to preempt the Satesin
acting in thisway. Plaintiff cannot make an “express preemption” argumert for the Smple
reason that 42 U.S.C. § 1396r-8, the section of the Medicaid statute involving prescription drug
benefits, contains no explicit, preemptive language.

Infact, 42 U.S.C. 8§ 1396r-8 does precisaly the opposite — it grants the States authority to adopt
programs which impose “prior authorization” requirements on prescription drugs dispensed through the
Medicaid program:

1396r-8(d) Limitations on coverage of drugs

(1) Permissible restrictions

(A) A State may subject to prior authorization any covered outpatient drug. Any such
prior authorization program shal comply with the requirements of paragraph (5).
The requirements of “paragraph (5)” are the only requirements Congress deemed fit to impose on State
prior authorization programs, and they are indeed quite modest:

(5) Requirements of prior authorization programs

A State plan under this subchapter may require, as a condition of coverage or payment
for acovered outpatient drug for which Federd financid participation is available in
accordance with this section, with respect to drugs dispensed on or after July 1, 1991, the
gpprova of the drug before its dispensing for any medicaly accepted indication (as
defined in subsection (K)(6) of this section) only if the system providing for such
approva—

(A) provides response by telephone or other telecommunication device within 24
hours of arequest for prior authorization; and

(B) except with respect to the drugs on the list referred to in paragraph (2),

provides for the dispensing of at least 72-hour supply of a covered outpatient
prescription drug in an emergency Situation (as defined by the Secretary).
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The Medicaid datute is a vast and complicated satute. And yet, the language of the only
section of the Medicaid statute which is devoted to the Medicaid prescription drug benefit gives to the
States broad authority to adopt prior authorization programs, imposing limits only on the speed and
method of responding to a physician’s request for a prior authorization.  Thus, the language and
structure of the statute itself, 42 U.S.C. § 1396r-8, is hardly an unmistakable expresson of Congress's
intent to preempt prior authorization programs such as Maine has here adopted. Massachusetts
Association of Health Maintenance Organizations, 194 F.3d 176, 179 (1999). Indeed, the language and
dructure of the gatute itself suggest just the opposite -- that Congress intended to give the states broad
authority to adopt programs involving prior authorization requirements for the dispensing of drugsin
the Medicaid program.

Faintiff is thus reduced to making an argument that the Maine gatute is preempted
because it “ stands as an obstacle to the accomplishment and execution of the full purposes and
objectives of Congress.” Pacific Gas & Electric Co. v. Sate Energy Resources Conservation &
Development Comm’' m, supra, 461 U.S. at 204, quoting Hines v. Davidowitz, 312 U.S. 52, 67
(1941). Essentidly, Plantiff’sclam isthat by imposing a“prior authorization” regquirement on
the drugs of its members who do not participate in the Maine Rx Program, Maine may prevent
certain people covered by Medicaid from receiving the drugs they need, thus frudtrating the
generd purpose of the Medicaid satute. 1n support of this argument, plaintiff pointsto the
legidative history of section 1396r-8, statements of general purpose gppearing at the beginning
of the Medicaid gatute, and statements made by the Hedlth Care Finance Adminigtration (the
agency respongible for administering the federa government’s Medicaid responsibilities) in
connection with adminidrative ruleswhich it proposed in 1995. Plaintiff points to these sources

al in an effort to persuade the Court that Maine violates the “purpose” of Medicaid when it
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attempts to use its “ prior authorization” authority as atool to encourage drug manufacturersto
help fund a discounted drug program for Maine citizens who do not quaify for Medicaid. What
Haintiff’s mining of these sources uncovers, however, is at base nothing more than a series of
statements supporting the rather unremarkable notion that the purpose of Medicaid, and the
Medicaid prescription drug benefit in particular, is to ensure that Medicaid recipients receive
prescription drugs which are “medically necessary.” * Nothing in the Maine Rx Program, or its
use of the “prior authorization” mechanism to encourage participation in the program, conflicts
with thisgod of the Medicaid Program.

Asthe ffidavits of Timothy S. Clifford, M.D., and of Commissioner Concannon make clesr,
the Department of Human Services will not deny asingle Medicaid recipient access to the safest and
mogt efficacious prescription drug therapy indicated for their individua medica circumstances.
Concannon Aff., 1 9; Clifford Aff., 18 The Department’ s adminidrative rules for the Maine Rx
Program, and new rules governing the Medicaid Pharmacy Services Program, are both being designed
to ensure that the Medicaid recipients recelve the drugs they need. Concannon Aff., 19 10-11. For
instance, the Department’ s draft Maine Rx Program rules include the following provision:

Maine Rx Program
Draft Proposed Rulefor Prior Authorization Provison

Drugs of non-participating drug manufacturers shal be reviewed by the Department asto the
clinical gppropriateness of prior authorization for those drugs. Recommendations to prior
authorize any of those drugs shal be referred to the Medicaid Drug Utilization Committee, for a
find determination of whether those drugs should be prior authorized, in accordance with
federd and gate law. In dl instances, Medicad recipients shall be assured accessto dll

medicaly necessary outpatient drugs.

4« Appropriate and medically necessary means drug prescribing and dispensing that isin conformity with the
predetermined standards established in accordance with [42 C.F.R.] §456.703.” 42 C.F.R. § 456.702. (Definitions)

The * predetermined standards” which a State must adopt pursuant to the dictates of 42 U.S.C. 8§ 456.703, are clinically
based and scientifically valid standards for the prescribing and dispensing of prescription drugs.
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Smilarly, revisons to the Department’ s adminigtrative rules governing Pharmacy Servicesin
the Medicaid Program have been drafted so asto require that members of the Drug Utilization Review
(DUR) Committee be either physicians or pharmacists who are licensed to prescribe or dispense
medicationsin Maine. Concannon Aff., I 1 10-11. A draft amendment to the Medicaid Program rules
aso provides:

Maine Medical Assistance Manual, Section 80 (Pharmacy Services)

Draft Proposed Rulefor Prior Authorization Provison
9/00

The Drug Utilization Review Committee shdl congder and make the find determination

regarding the clinica gppropriateness of dl prior authorization recommendations, including

thase concerning drug manufacturers who do not participate in the Maine Rx Program. In dl

ingtances, Medicaid recipients shall be assured accessto dl medically necessary outpatient

drugs.

In fact, the language of the Act requires the result sought to be achieved through these rules -- that
the Maine Rx Program be implemented so as not to deny Medicaid recipients of medicaly necessary
prescription drugs. Specifically, 22 M.R.SA. § 2681(7) dates, in relevant part, that “[t]he department
shdl impose prior authorization requirements in the Medicaid program under this Title, as permitted by
law, for the dispensing of prescription drugs provided by those manufacturers and labeers [which do not
enter into a Maine Rx rebate agreement].” (emphasis added). Plaintiff reads the phrase, as permitted by
law, out of the statute. Asthe affidavitsof Dr. Clifford and Commissioner Concannon demongirate
however, the Department of Human Services takes serioudly its obligation to administer the new Maine
Rx Program in afashion which is congstent with its obligations as the adminigtrator of Maine' s Medicaid

Program. Thus, the Maine Rx Program, both by the terms of the statute which establishes it, and
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in the method by which the Department intends to administer it, does not sand as an obstacle to the
purpose of the federa Medicaid law. Accordingly, Plaintiff has not, and cannot, demondrate that it will
succeed on the merits of thelr preemption clam.

V. PhRMA'’S Facial Challenge To The Anti-Profiteering Statute Does Not Present A
Justiciable Case Or Controversy.

“It isfundamenta that a court may only issue a declaratory judgment where there is an actud
case or controversy within the meaning of Articlelll. To state a case or controversy under Article 1
plantiffs must dlege some threatened or actua harm which isred and immediate. A plaintiff who
chdlenges a gatute must demondtrate a redistic danger of sustaining adirect injury asaresult of a
statute’ s operation or enforcement.” Interstate Food Processing Corporation v. Sate of Maine, 826
F.Supp. 24, 25 (Me. 1993), citing Babbit v. United Farm Workers Nat’| Union, 442 U.S. 289, 298
(1979) (interna quotations omitted). Plaintiff’s challenge to 22 M.R.S.A. 82697, the “ anti-
profiteering” statute, smply does not present ajusticiable case or controversy under these sandards.
Haintiff damsthat the prohibition on (1) exacting or demanding an unconscionable
price; (2) exacting or demanding prices or terms that lead to any unjust or unreasonable profit;
and (3) discriminating unreasonably againgt any person in the sae, exchange, digtribution or
handling of prescription drugs dispensed or deivered in the State each violate the Commerce
Clause because, “on their face’, they reach or effect or regulate out-of- state commercid
transactions. See Plaintiff’s Memorandum at 8. Plaintiff further camsthat the prohibition on
intentionally preventing, limiting, lessening or redtricting the sde or digtribution of prescription

drugsin this State in retdiation for the provisions of the statute improperly regulates and
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interferes with interstate commerce because it compels manufacturers “to do businessin or
directed toward the State through their existing channds of didribution.” 1d. at 13.

However, Plaintiff does not alege that its members desire to exact unconscionable prices for
precription drugs, that its members' priceswill lead to an unjust or unreasonable profit; that its
members desire to discriminate unreasonable againgt any person in connection with drugs dispensed or
delivered in the State; or that its members desire to prevent, limit, lessen, or redtrict the sale or
digribution of their drugsin Manein retdiation for passage of the Maine Rx Program. Moreover,
Paintiff does not clam that the defendants, or anyone e'se, has threatened to prosecute an action against
any of its members pursuant to the provisons of 22 M.R.SAA. 8 2697. In short, “[b]ecause Plaintiff has
not made a preliminary showing of immediate adverse effect from the Maine saiute] | in question, a
determination of the scope and condtitutiondity of thet legidation involves too remote and abstract an
inquiry for the exercise of thejudicid function.” Interstate Food Processing Corporation, supra, 826
F.Supp. at 26.

Moreover, even if Plaintiff has presented ajugticiable chalenge to the “anti-profiteering”
datute, nothing in the plain language of 22 M.R.S.A. §882697(2)(A), (B), (C), and (D) supports the
claim that the statute regulates interstate commerce or has an impermissible, “extraterritoria” reach. As
demondirated in Part |1 of this memorandum, the statute does not spesk at al of transactions occurring
outsde of Maine. See K-SPharmacies, Inc. v. American Home Products Corporation, 962 F.2d 728
(7" Cir. 1992) (refusing to read into the plain language of adrug pricing statute a broad meaning which
would give the statute an extraterritorial, and uncondtitutiond, reach). Plaintiff’sfacid attack is
therefore a nondtarter.

For this reason, Plaintiff is not likely to succeed on the merits of its challenge to the “anti-

profiteering” statute. In addition, it cannot demongtrate irreparable harm in the form of an
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imminent action againgt its members pursuant to 22 M.R.S.A. 82697. According, the motion for a

preliminary injunction with respect to the “anti- profiteering” statute should aso be denied.

CONCLUSION

For the foregoing reasons, the defendants respectfully request that the maotion for a preiminary

injunction be denied.

Dated: Augusta, Maine
September 11, 2000

Respectfully submitted,

ANDREW KETTERER
Attorney General

, Gl SEZ

ANDREW S. HAGLER
Assistant Attorney General
Six State House Station
Augusta, ME 04333-0006
(207) 626-8800

Attorney for Defendants

Of Couns:
Cabanne Howard, Esq.

Paul Stern, Deputy Attorney Genera
Chief, Litigetion Divison

33



